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expensive than those generally consid-
ered necessary for the provision of
needed health services); or

(iv) Are found to be substantially out
of line with other institutions in the
same area that are similar in size,
scope of services, utilization, and other
relevant factors.

(4) The following principles of this
part do not apply in determining ad-
justments to allowable costs as re-
ported by ESRD facilities:

(i) Section 413.157, Return on equity
capital of proprietary providers;

(ii) Section 413.200, Reimbursement of
OPAs and histocompatibility labora-
tories;

(iii) Section 413.9, Cost related to pa-
tient care (except for the principles
stated in paragraph (b)(3) of this sec-
tion); and

(iv) Sections 413.64, Payments to pro-
viders, and §§413.13, 413.30, 413.35, 413.40,
413.74, and §§8415.55 through 415.70,
§415.162, and §415.164 of this chapter,
Principles of reimbursement for serv-
ices by hospital-based physicians.

§413.200 Payment of independent
organ procurement organizations
and histocompatibility laboratories.

(a) Principle. Covered services fur-
nished after September 30, 1978 by
organ procurement organizations

(OPOs) and histocompatibility labora-
tories in connection with kidney acqui-
sition and transplantation will be re-
imbursed under the principles for de-
termining reasonable cost contained in
this part. Services furnished by free-
standing OPOs and histocompatibility
laboratories, that have an agreement
with the Secretary in accordance with
paragraph (c) of this section, will be re-
imbursed by making an interim pay-
ment to the transplant hospitals using
these services and by making a retro-
active adjustment, directly with the
OPO or laboratory, based upon a cost
report filed by the OPO or laboratory.
(The reasonable costs of services fur-
nished by hospital based OPOs or lab-
oratories will be reimbursed in accord-
ance with the principles contained in
§§413.60 and 413.64.)

(b) Definitions. For purposes of this
section:

42 CFR Ch. IV (10-1-00 Edition)

Freestanding refers to an OPO or a
histocompatibility laboratory that is
not—

(1) Subject to the control of the hos-
pital with respect to the hiring, firing,
training, and paying of employees; and

(2) Considered as a department of the
hospital for insurance purposes (includ-
ing malpractice insurance, general li-
ability insurance, worker’s compensa-
tion insurance, and employee retire-
ment insurance).

Histocompatibility laboratory means a
laboratory meeting the standards and
providing the services for kidneys or
other organs set forth in §413.2171(d) of
this chapter.

OPO means an organization defined
in §486.302 of this chapter.

(c) Agreements with independent OPOs
and laboratories. (1) Any freestanding
OPO or histocompatibility laboratory
that wishes to have the cost of its
pretransplant  services reimbursed
under the Medicare program must file
an agreement with HCFA under which
the OPO or laboratory agrees—

(i) To file a cost report in accordance
with §413.24(f) within three months
after the end of each fiscal year;

(if) To permit HCFA to desighate an
intermediary to determine the interim
reimbursement rate payable to the
transplant hospitals for services pro-
vided by the OPO or laboratory and to
make a determination of reasonable
cost based upon the cost report filed by
the OPO or laboratory;

(iii) To provide such budget or cost
projection information as may be re-
quired to establish an initial interim
reimbursement rate;

(iv) To pay to HCFA amounts that
have been paid by HCFA to transplant
hospitals and that are determined to be
in excess of the reasonable cost of the
services provided by the OPO or labora-
tory; and

(v) Not to charge any individual for
items or services for which that indi-
vidual is entitled to have payment
made under section 1861 of the Act.

(2) The initial cost report due from
an OPO or laboratory is for its first fis-
cal year during any portion of which it
had an agreement with the Secretary
under paragraphs (c) (1) and (2) of this
section. The initial cost report covers
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only the period covered by the agree-
ment.

(d) Interim reimbursement. (1) Hos-
pitals eligible to receive Medicare re-
imbursement for renal transplantation
will be paid for the pretransplantation
services of a freestanding OPO or
histocompatibility laboratory that has
an agreement with the Secretary under
paragraph (c) of this section, on the
basis of an interim rate established by
an intermediary for that OPO or lab-
oratory.

(2) The interim rate will be based on
the average cost per service incurred
by an OPO or laboratory, during its
previous fiscal year, associated with
procuring a kidney for transplantation.
This interim rate may be adjusted if
necessary for anticipated cost changes.
If there is not adequate cost data to de-
termine the initial interim rate, it will
be determined according to the OPO’s
or laboratory’s estimate of its pro-
jected costs for the fiscal year.

(3) Payments made on the basis of
the interim rate will be reconciled di-
rectly with the OPO or laboratory after
the close of its fiscal year, in accord-
ance with paragraph (e) of this section.

(4) Information on the interim rate
for all freestanding OPOs and
histocompatibility laboratories shall
be disseminated to all transplant hos-
pitals and intermediaries.

(e) Retroactive adjustment. (1) Cost re-
ports. Information provided in cost re-
ports by freestanding OPOs and
histocompatibility laboratories must
meet the requirements for cost data
and cost finding specified in paragraphs
(a) through (e) of §413.24. These cost re-
ports must provide a complete account-
ing of the cost incurred by the agency
or laboratory in providing covered
services, the total number of Medicare
beneficiaries who received those serv-
ices, and any other data necessary to
enable the intermediary to make a de-
termination of the reasonable cost of
covered services provided to Medicare
beneficiaries.

(2) Audit and adjustment. A cost re-
port submitted by a freestanding OPO
or histocompatibility laboratory will
be reviewed by the intermediary and a
new interim reimbursement rate for
the succeeding fiscal year will be es-
tablished based upon this review. A ret-
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roactive adjustment in the amount
paid under the interim rate will be
made in accordance with §413.64(f). If
the determination of reasonable cost
reveals an overpayment or under-
payment resulting from the interim re-
imbursement rate paid to transplant
hospitals, a lump sum adjustment will
be made directly between that inter-
mediary and the OPO or laboratory.

(f) For services furnished on or after
April 1, 1988, no payment may be made
for services furnished by an OPO that
does not meet the requirements of part
485, subpart D of this chapter.

(9) Appeals. Any OoPO or
histocompatibility laboratory that dis-
agrees with an intermediary’s cost de-
termination under this section is enti-
tled to an intermediary hearing, in ac-
cordance with the procedures con-
tained in §8405.1811 through 405.1833, if
the amount in controversy is $1,000 or
more.

§413.202 Organ procurement organiza-
tion (OPO) cost for kidneys sent to
foreign countries or transplanted in
patients other than Medicare bene-
ficiaries.

An OPO’s total costs for all kidneys
is reduced by the costs associated with
procuring kidneys sent to foreign
transplant centers or transplanted in
patients other than Medicare bene-
ficiaries. OPOs, as defined in §435.302 of
this chapter, must separate costs for
procuring kidneys that are sent to for-
eign transplant centers and kidneys
transplanted in patients other than
Medicare beneficiaries from Medicare
allowable costs prior to final settle-
ment by the Medicare fiscal inter-
mediaries. Medicare costs are based on
the ratio of the number of usable kid-
neys transplanted into Medicare bene-
ficiaries to the total number of usable
kidneys applied to reasonable costs.
Certain long-standing arrangements
that existed before March 3, 1988 (for
example, an OPO that procures Kkidneys
at a military transplant hospital for
transplant at that hospital), will be
deemed to be Medicare kidneys for cost
reporting statistical purposes. The
OPO must submit a request to the fis-
cal intermediary for review and ap-
proval of these arrangements.
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